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ATARAX® 


(hydroxyzine HCl) parenteral 


Product Information 


Contraindications: Hypersensitivity to hydroxy- 
zine. The parenteral solution, for intramuscular 
or intravenous use, must not be injected subcu- 
taneously or intra-arterially. 

Hydroxyzine, when administered to the pregnant 
mouse, rat, and rabbit, induced ?etal abnormali- 
ties in the rat at doses substantially above the 
human therapeutic range. Clinical data in hu- 
man beings are inadequate. Until adequate 
data can establish safety in early pregnancy, 
hydroxyzine is contraindicated during this 
period. 

Precautions: Hydroxyzine may potentiate cen- 


tral nervous system depressants such as nar- | 
cotics and barbiturates. In conjunctive use, | 


dosage for these drugs should be decreased, 
as much as 50%. |f drowsiness occurs, patients 
should be cautioned against driving a car or 


operating dangerous machinery. Usual precau- | 


tions for IM injection should be followed; soft 
tissue reactions have rarely been reported when 
proper technique is used. Hydroxyzine paren- 
teral solution for IM use should be injected well 
within the body of a relatively large muscle. In 
adults, the preferred sites are the upper outer 
quadrant of the buttock (i.e., gluteus maximus), 
or the midlateral thigh. In children, preferably 


the midlateral muscle of the thigh. In infants | 


and small children the upper outer quadrant of 
the gluteal region should only be used when 
necessary, as in burn patients, to minimize the 
possibility of damage to the sciatic nerve. The 
deltoid area should be used only if well devel- 
oped, as in certain adults and older children, 
and only with caution to avoid radial nerve in- 
jury. Injections should not be made in the lower 
and middle thirds of the upper arm. Aspiration 
should be done to help avoid intravascular in- 
jection. On reported IV injection a few in- 
stances of digital gangrene have occurred distal 
to the injection site, considered to be due to 
inadvertent intra-arterial injection or possibly 
periarterial extravasation. Therefore, particular 
caution (aspiration and site injection) should 
be observed to insure injection only into in- 
tact veins; avoid either intra-arterial injection 
or extravasation. IV administration should be 
accomplished slowly, no faster than 25 mg. per 
minute, and not to exceed 100 mg. in any single 
dose. To avoid possible adverse effects it is 
recommended that hydroxyzine parenteral solu- 
tion be diluted to at least 50 cc. with sterile 
normal saline and administered over a period of 
four minutes or more, preferably into the tubing 
of a running intravenous infusion. IV use not rec- 
ommended for children under twelve. 

Adverse Reactions: Drowsiness may occur; if so, 
it is usually transitory and may disappear in a 
few days of continued therapy or upon dosage 
reduction. Dryness of the mouth may occur with 
higher doses. Involuntary motor activity, includ- 
ing rare instances of tremor and convulsions, 
has been reported, usually with higher than 
recommended dosage. 

When this product is given intravenously undi- 
luted, minimal amounts of intravascular hemoly- 
sis occur at the site of injection. Giving the 
maximum recommended IV dose (100 mg.) to 
adults resuits in immediate transient hemolysis 
with the liberation of a total of 2-3 grams of 
hemoglobin, which, in some individuals, can 
cause small amounts of hemoglobinuria. This 
compares with the normal red cell destruction 
from which approximately 8 gm. of hemoglobin 
are liberated every 24 hours. If the hydroxy- 
zine is diluted with 50 cc. of normal saline and 
given during a period of four minutes or more, 
this phenomenon does not occur. 


J.B. ROERIG DIVISION 
CHAS. PFIZER & CO., INC. 
NEW YORK, N.Y. 10017 
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